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w m * 

[oooi] *&mfi, *>-7hTis>m<o&M&\zmti, &fet£7i<immwffliz-M-tz>i><D-?h 

[0002] ^i/^hxvMcamptothecin, CPT)}£, 4>HJg^(0#^(camptotheca acu 
minata) <Dn*?W£E K^ZMT ;VjjxiJYX*1hY) , i£fSJj>^YTi^>(D^^ 

CPT-1 1) (leffcfciBU) #^h^>-<7>ffiV^/M^£$I^U >5^oSttJ6 s 

-^/v-iO-tKd^v'^>'7 B ^W(SN-38) (4#fF3Ci§fc2) EH4^9Ux<5 
[0003] 7-^^v-io-k°^<y tvt^y tv#/v;tf —a^^:* -y7V? 9 sss*i<M3 >^/h 

#rP^:fi)t2:#^Hg62-47193-^^ 
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ft&Jcm: #R3P7-27798HHM* 
mWfXm : #W¥10-1 7472-^$R 

[0006] i-fcfc>*>, Wi&ft (A) (B) : 

(B) &t&gLXffitit1-hy 

[0008] *iliW^^W^^ffltM^(A)*y7-h7^yi(J,MMJ^ 

10-^Mr^7^:7>7^>^ ll-^h^r^V^h^V^^ 
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fci:CPT-ll#$SP*LV\, 

[0009] ttmn*miam'i&im't&j&& (b) ^<omm-rbv^\^ *mmmm*x 

#*lv\ *fc, ^mnnm^^x. m(Dit^t<Dm^m^oxmmi-bv 
[ooio] *mw<n*mmmM*fc^"x, ^^mmRx^m^-rbv^^mm^w. 

^{i^^ft-t?10— 2000mg. HK10-1000m g> #K20— 500mg^-T5 
[0011] ^PJWTK^Mt-^S^^^^UTW^^n-x^hy^, (ii)T*=W 

[0012] ^(C)(D(i)^^o^^hy>-tt, 6-12i^;V3-^Wa-l. 4^V= 

^^xmm^^t^mTt^^h^rv^mx^x. <* -im w^**hv 

[0013] ^^^tK^^)^^^ IM^t***^^ l-20fiS%. flrfcl. 5-1 

^^^(D^K^I^^JfftO^^h^v'^lOOmglcMU WfvttahVl/lii* 
30-1000mg, mZ-90-700mg.&m~r%<Dl>K ^^h^W^cDTK^^^J^ 
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tiii^fit, o. i-5. omm%. Ht-o. 3-3. omfi%, #^0. 5-2. 

[0014] #3Sf3©*^M»#m^ *fc#(C) tUT. (iOT^/M^S^tfT^/VtfV 

[0015] Tx*A'\f>mThv*j*ns jmwmn^T^vvi/m^T/vxmfem^ 

[0016] ^WO^^SWJflCttx Txa/v&V^XFrxaA'Vtt't-hWJ**:. 

=i/nfvge^^u-c5-2om4%, #ic6— i5*a%-^*rt'S«>* s #*uv\ 

[0017] S1^> T^a/Hf^BftRtWrttb^WJ^AIfitt, ^^tt^f-^^/c 

^tl©^tlt0. l-20fifi%, H(-0. 3-1511%, #1-0. 4-14fiS% 

^^©thy!?iNSl4^tl^^l'M^ttl©^tl-1^500«20 
OOmg, tfK800-1500mg-£*«<oas, ^^h^^^*^*^*^ 

[0018] j&jho iur, (m) yv^u^yv^-^&m-rzmftte. *mm<D*mmm 

— /H*, l-4g, '# tC2-3g^i-§0^, ^^^^ScD*^^* ^<£> 
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[0019] *mw<D7kmwcMmz, ^(oti^x, ^mmm^m-i-hv^^ mm^rhv 

[0020] ^P^^TK^^J'f'^^^h^v'^lOOmglC^U ^ (C) <D (iv) ^bM 
tftlZfc&Wm— 300mg, ^(C10-200mg-^W-r^^>^ s > ^i^hfi/yl© 

[0021] #3I^O*^M#J<Z>pHi*, ^m(25°C) ld*5VNT2-5T*fe2)^^ 2 . 5-4. 8£ 

[0022] ^K07K^$c$^Jtt, ^•^^^•&^^^^hv i wm^ffittrt^^Jll«^^ 

[0023] *fc, ^p^oTK^WJ^j^tuT^, ^mmm. m^mm^^-mmM 

-^w-*, ^m\'^n^Mmm. ^mM^ftmsnzmmmm. hep 
es, piPEs^mmr^. ^(D^mmmmnm^^mm, mmm. wmn\ 

W^fflV^^V\ m$mmM^lZ*>7h^^Mn, l-50mg/mL, 
#^10— 30mg/mL-arWi" ; 5<7)W;i:U,\ 

[0024] ^ir, ^^>j^tf x*&wz^t$M\z.®>w-rz>i>K *&wtetobztib\m 

7££frZ>i><DXfet&\ 
[0025] 3life#»Jl 
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ffim%to*.xpH&mmi,tz.m 1 ^m^mm 1 omL ^cpt-i i ^2 50- 500 

£t M-C*#Ufc, l^V>-C, jg^SrU-^^y^b, 3000r/min"e30^Wa'L^ 
8IU ±W£0. 45 // m7^- "C^iflUfco 5J&Ufc±»lmL&TKl*lJ:ft9#tK 

-ll»HPLCl£-tW)gUfc. 
[0026] HPLCf£#: 

i?7A ; Symmetry Shield RP18 (3. 5 n 4. 6 X 50mm) 

#9i*ma£;5o < c 

^{EM ;2. OmL/min 

;A^Sr50mmol/L^iSg»t«(pH5. 5)/Tirb-hy/V-/^/-/V' 
= 850/100/50, B^&50mmol/L^Hfce«fJ*(pH5. 5)/Ti?b-hy/V/^ 
/w- /V = 7 5o/250/50i:U B^^O— 100%^15^F^-ey=T^7v J ^>'hb, -£ 
<a&5#KL Am00%-T»¥*ftfcUfc o 

SAi ;10 M L 

^mJS*: ;254nm 

[0027] iiwt^sri s ##2 b \^tz^(D^imm^<ncvT-\\m^m.mmvrd^ 

*ft«li:^t. #*b\ J|g*ri*^linL*)fcO«>»»CPT-llft(CPT-llmg 
/mL)"C^-t" 0 

[0028] i ] 







»5mL4"^>fife^-^iAB* (mg) 


pH* 1 




g^Na 




1 0 


2 B 


m 


i 


100 




4.0 


28. 07 


27. 87 


2 


100 


0 92. 5 


4.0 


29. 46 


29. 13 


3 


100 


y 336 


4.0 


31. 66 


31. 52 


4 


100 


7 672 


4.0 


30. 89 


32. 09 


5 


100 


IV v&7' Pt>^ 308 


4.0 


31. 12 


31. 18 


tb 
is 

M 


1 


%m 250 


4. 0 




19. 03 


2 


D v=f®f 250 


4.0 




18. 89 


3 


^zn^^ 250 


4. 0 




20. 06 
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[0029] *&m<D*y^hT->^ism*&&®ifflft. v ^tvbcp-r-i i<D&nm\z&ti 
x^tc 0 -tvt><D&®mmMte, M(25 , c) t-3 b do, m^-r^WML-xh 

[0030] HJfefcte 

^2^ga^<^7K^^10mL^CPT-l l£250— 500mg^PXLT^ 10&DQjtl#tt& 
aLTCPT-llSr*^^*, J3>TilBiSu MTMW^bfco &vvt? 

, ^SKSriT-^y^U 3000r/mint?30^|ffljS'i>^HtU -h***0. 45 jum^ 

[0031] M-T?<E>«#$:1 0 "BiXto B UfcfcO^TM&tt+^CPT-l l»«**£:W3feUfc*& 
*^2lC^i-„ **J, ^m^7K^lmLfcfc»?O^CPT-llS(CPT-llmg 

/mL)-e^-r 0 

[0032] [^2] 



No. 


*®*K5inL*<OjS5>flC>S§»lS Ong) 


PH 






Bfcg£-Na 




NaOH 


1 0 


2 0 




6 


200 


20 


700 




2.8 ! 


44. 54 


44. 61 


7 


200 


20 


500 




2. 9 


38. 70 


38.45 


8 


200 


50 


700 




3. 2 


43. 64 


44. 07 


9 


200 


100 


700 




3. 6 


45. 87 


47. 24 


1 0 


200 


20 


700 


15 


3. 1 


43. 45 


43. 56 


1 1 


200 


20 


700 


20 


3. 2 


41. 97 


41. 79 


1 2 


200 


20 


700 


50 


3. 7 


42.41 


42. 50 


1 3 


200 


20 


700 


100 


4. 2 


38. 16 


39. 11 




4 






250 




4. 0* 2 




20.91 



*2 ;M<ttM) ?AJrMtpH|SlLfc. 



[0033] No. 6~\3<D*ftW<n%^Y^^^fr^WMmte, Vvf *Vt>CPT-110> 

mmmmnx^^tc 0 */t, ^.ti^^mmmmt, ^(25*0 K3 b m. myt-& 
i*tc#eL-ct, ^-fe^rb-r, tester aut^ofc. hi^ «»l"ci>cpt-i 
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[0034] mnm3 

B*B&£/BV>-CpH*4. 0^f|^L^3{C|E«O7K^10mL^CPT-ll«r250 
m^RHt. ^?a-C«#Ufe„ ^V>-C, ^f&Srtf-^U^U 3000r/min-C30#f^ 

UCV^CPT-llfl^iHllJtLfCo 

[0035] ^fiwat^^i 0 Rxf2 b utvt, &7kmw$><ocpT-ii(DmMm*mfei'iz 

JS***3lC^i-. fc*3, »*tt***lmlAfc0<O**CPT-ll*(CPT-llm 
g/raL)t*to 



No. 


















P H* 3 


1 0 


2 0 




1 4 


30 


ffiaa***'*- h y 


200 


4.0 


25.38 


25.30 




1 5 


30 


msbm- h y 


100 


4.0 


27.93 


27.82 




1 6 


30 




50 


4.0 


22.15 


22.38 




1 7 


30 


t°p^^ y »a 


200 


4.0 


25.70 


25.79 




1 8 


30 




50 


4.0 


21.80 


21.97 


1 9 


30 




50 


4.0 


19.63 


20.32 




2 0 


30 




50 


4.0 


21.99 


21.69 



* 3 : m&%m*.X pH*fiffibfc„ 



[0037] no. i4-20(D^m<D^y^^y^m^^mmmmn^^-rnhcpT-ii 
(D^mmmtix^tco mb^zK^»n*. m(25<o i£3 0 

[0038] JUJSW 

/V3000mg^%-T^pH4. OOjJcigift lOmLKCPT-l 1^250-500mgADxT 

LT, 7K^linLfcfc>9(D^CPT-llfi(CPT-llmg/mL)^'J^bfCo IBS 
32. 26mg/mLs 2 0 g 31. 20mg/mL-efcofc„ Jt&tbT, m&rhVVJ*. 
K&-0«3E«ttift^-MJ^«rl^V^^»c-ett, 1 0 S 18. 46mg/mL > 2 0 g 18. 12 
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too39] mmrns 

[0040] 0f( l 

mm-tvs'rx^ ioomg 
m mi- hy^A somg 

gftg£ 1 2 0 m g 

pH 4.0 



[0041] 



[0042] 



F4 2 

&m^V/TA> lOOmg 
h ]J # A lOOmg 

3 8 Om g 
a^'dr^. h 'J >" 9 2. 5m g 

p H 4.0 
M3 

ti-f y/T*y lOOmg 

3 8 0 m g 

J&mt-r h!)^ 46mg 
y ^-4 ? p^dr* b U ^ 6 7 2mg 

pH 4. 0 
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[0043] 



[0044] 



[0045] 



14 

mm-r h v z a 

pH 3.6 



1 0 Om g 
7 0 Om g 

1 0 Om g 

2 0 Om g 
il5mL 



1 0 Om g 
20mg 



7^3/Hfy®th!J!>A 7 0 0mg 
g£g£ 2 0 0 m g 

p H 4.5 



me 



p H 4.5 



1 0 0 m g 
2 0 m g 

1 0 0 m g 
2 Om g 

£ft 5 m L 
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[0046] m ? 

v yf^y ioo mg 

m&-rbWJ* 30m g 

@fcg| 1 0 Omg 

SMthil'J'A 10 Omg 

pH 4. 0 

[0047] m-7(D^>yb^>-m^m^mmmm (mtm) tt. v >i**vi>»iHyswfc 
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(c) (OlWt^^H^ 
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[2 0 0 5^6^086 (0 8. 0 6. 0 5) IWilgS : tt«SiS«l!«>llt#0>«KlB 
1, 2, 4, SttttJEStufc ; tBH^^Olt*0$5ffl 3 «St 9 Ttffcih/fc. (11)1 

[1] (flHEffe) ftO^^. (A) (B) : 

(a) 7 - *-?->x>— i o - t 0 ^< y j y */i/jff=/i't*v'* ^"f h-7- 

(B) ttBfc&tfl&l*-*- b V V A 

^fUpH4S2~5f$)K irSrWWtr* 7-^/V- 1 0 - fcT y S> 

[2] (4»JE«) (C) : 

(C) ( i ) ^Bf*^ h y 

( i i ) T^a/Vfyll^T^a/l'fc'Vlft M) ^A, 

(i i i) -fv^Vl"? V a— A* 

( i v) mm.w.ft.m-r v v m^m-r h y <7^. t' D i«^ y ? 
z^m-f 5»#* i lEffe^ 7 -m^/u- i o - f-?y *J> ; tr^ y i^^*^* 

[3] 

[4] (»je«) 7K»*«4»J55 S . 'ftMttt^J'^&stt**!** 1 2 tern 7 

=P, V _ ! o _ \) i? j y v>7 #;ut1? = yv-^-^f h T is >"^WtK 

[5] (WiEfft) &MJ«#J-e 1 , 2xn4©^fHd»i*«at®7- 
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9^(1) \zm~s<%Lmw- 
&w%*m\zw^zmffiiW3£.wtm<D$hmw (M0:2 6. 4. 2005)1:* 



